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System
PhysiolGuard ECE&T AnalysisSystem
Website

https://autaloud.ibsalab.com/

. Device Description

The PhysiolGuard EC®T Analysis System is composed by a ckinaded ECG analysis
software (PhgiolGuard ECEQT Analysis Platform) used in conjunction with the MiCor A100
Wearable ECG Recorder.

The PhysiolGuardECG-QT Analysis Platform is a software application that runs on Googlé
Cloud Platform (GCP) and is intended to do the interval analysi<C& &ata uploaded from
FDA-clearedMiCor A100 Wearable ECG Record@162665).

The MiCor A100 is a wearable ECG redler, with watcHike form factor. It includes a pair of
electrodes on the opposite surfaces, allowing the recording of a single ECGhead. ii nt ¢r n
electrode is in contact with the left wrist/hand, while fibgternab electrode is touched against

the left leg (to record lead Il) or against the chest (to record leadagsnstructed by the
healthcare provideECG recorded by the MiC@100 are transmitted via a cellphone/tablet/PC

app to a cloud server, where the data is analyzed by the PhysolGCHQT Analysis
Platform.

PhysiolGuard ECE&T Analysis Platformanalyzes the ECG recorded by the MiCor A100 and
provides singldead measrements of ECG intervaléRR, QT, and QTc and automated
detection ofnonlife threateningcardiacrhythms (Normd Sinus Rhythm, Atrial Fibrillation,
Ventricular  Premature  Contraction, Atrial Premature Contraction, Bradycardig,
Pause/LongPause, and Bundtanch block)

A 12-lead ECG QT measurement should be used as a baseline for comparison, as QT intejvals
from PhysiolGuard ECGQT Analysis System are calculated from a sidghd and therefore

likely to underestimate the global QT measurement.

The platbrm can generate psereening reports for physicians' reference. The users shall instgl
Chrome browsers on their own devices such as PC, Mac or iPa®his®lGuardeCGQT
Analysis Platform provides two uskiendly interfaces that allow the users upload the
measured ECG data.

End users (Patients) can upload their ECG data through the HCQ.QTc apps installed off an
Android or iOS device via Wi or internet conection. The ECG data can be uploaded by
Healthcare professional using USBIFI adaptor ifinternetconnection is unavailable.

The PhysiolGuardECG-QT Analysis Systemprovides a user account and data manageme
system and allows the users to download E@&spreening reports. ThehysiolGuardECG-

QT Analysis Platform software is not intendedgrovide treatment decision, and is not to be
used as a substitute for healthcare professionals' care. All medical diagnostics and treatfhent
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plans are to be performdy licensed healthcare professionals.

V. Intended Useof the Product

The PhysiolGuard EG-QT Analysis Systemis composed by raelectrocardiogram (ECG)
analysis software PhysiolGuard EC&T Analysis Platform) used in conjunctiomvith the

MiCor A100 Wearable ECG Recordefhe PhysiolGuardECGQT Analysis Platform is a
software which analyzesrdoulatoryECG waveform and rhythms to remotely monitor the QT
prolonging condition in the treatment of COVHD9 patients on multiple QT prolonging
medications or with known congenital long QT. TRlysiolGuardECG-QT Analysis Platform
can process the uplded ECG dataautomatically deteatertain cardiac rhytheNormal Sinus
Rhythm, Atrial Fibrillation, Ventricular Premature Contraction, Atrial Premature Contractio
Bradycardia, Pause/LongPause, and Bundle branch bloak)ide interval analyseRR, QT
and QTg, and generate the psereening reports for both healthcarefpssionals and end users.
The interpretation results on the fm@eening reports are not intended to be the sole means [pf
diagnosis.

It is offered to healthcare professionals on avisory basis only in conjunction with the
physicianods IGnpatisrhse pageat backgrouBdC clinical history, symptoms, an(
other diagnostic information.

The PhysiolGuardECG-QT Analysis Systemis not for use in life supporting or sustaining
systems or ECG monitor and alarm devices.

The PhysiolGuardECG-QT AnalysisPlatformis not intended to process EQlataacquired by
devices other than théMiCor A100 Wearable ECG Recorder

V. Warning and caution

VI. System Requirements
The PhysiolGuard EC®T AnalysisSystem for both end users and health professionals, need
to be accessed through Chromewsers.

The version of Chrome browsers sholle 77 aboveand the HCQ.QTc Apps are require
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running on the version 7 or above of Android systems or version 12 or above of i@8ssyst

VII. Operation Steps for the EndUsers

An enduser obtains a wearable ECG Bater MiCor A100 (with ugo-date User Manuabf
MiCor A100) and a smartphone (with HCQ.QTc App) fronealthcare professionaldfter
measuring the ECG signals by the wearabl&Hzcorder, the endser needs to use the HCQ.QTc
App to receive and upload dhECG data to the PhysiolGuard EQQE Analyss System After
successfully uploaded, the ender can log in to the PhysiolGuard EQG Analysis Systemto
download the ECG prscreening reports via a Chrome browdendusers can follow the steps of
MiCor A100 user manual to completeC& measurement3.hey can tten upload ECG data and
download ECG pracreening reports by following steps stated below.

1. Click the icon to launch thdCQ.QTc App
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2.

Press the button on the side of the wristband to turn onltBecBnnection and click
A RETER/IEO p u sthretiewe the BCG data from wristband.

Click “RE'[]—I?E{’E" to retrieve
the ECG file from wristband
Open wristband and connect

RETRIEVE

The device status: Unconnected
Received state: 0 record

Ready to upload

Click AUPLOADO push button to upgJTAmlgsist he
Systen.

2 Q0 % . 71%M12:40

Test

Open wristband and connect
RETRIEVE

The device status: Unconnected

Retrieved successfully (1)

Click “UPLOAD” to upload ECG file

UPLOAD

Ready to upload

Select YES to upload the ECG data to PhysiolGuardEJ@nalysisSystem

Upload file(s)? Select YES

NO
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5. After successfully upload, the ender caropen Chrore browser to link to the PhysiolGuard
ECGQT AnalysisSystem(https://autoloud.ibsalab.con)/) and t hen <cl i ck

@ PhysiciGuard x 4

= o X
< C @ autocloud.ibsalab.com

PhysiolGuard . . ...

ontact

H v @ :

Save one life, Save the world

Making Health-Intelligence Simple & meaningful. Having Personalized Experience.

s O A A

Easy to use Real-time record For personalized Calming music,
breathing traning Notice&Alarm

I nackountead u pas 6svor ds, an dishtodttenn c |

x4+

€ C @ autocloud.ibsalab.com/logi

PhysiolGuard

1. Fill in user’s account and passwords
Login

E—

2. Click “Login” push
button

7. Click ADownl oad report o p u-sdieenngregdon. n

@ PhysciGuard L

€ C @ autocloud.ibsalab.com

PhysiolGuard

[EReport Report Overview
Qverview

Click “Download report”
push button

Report status Report type Upload time Action

029 M8/ 10240 MB

Completed Atrial Premature Contraction 02 15:34:33
Completed Ve n 20 215:32:36
Completed

Completed

8. Print the report or show the report the smartphone to thealthcare professionals
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VIII.

Seps for the Healthcare Pofessionals

Healthcare professionatsan view he ECG prescreening reports of patients who are under

management of the heal

New Patii

t hcare

pr pdbellsve i onal 0s
1. Create

ent Account

@R a tcike MtA cMaruan
page to create the new pa¢ n t d@ust afterdogin to PhysiolGuard ECQT AnalysisSystem

If the targeting endiser already has an account, please gtefp 0.

L User's
profile

Account
management

Click “Account management”

Total files for last 3 days

A+New patientso pucduntandipgagswords.t o set t

Click “+New patients” to
2 User's oae1 | Mode2 create new account
profile

Account
management

After f il | isinformainon h(et meatfi thatbus o shoul d b
ARCreateo push button to create a

new acco

v @

L User's

profile New Patient

1. Fill in the information
Account A~

management

2. Click “Create” push
button
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4.

After creating nev patients account, install HCQ.QTc App on the smartphone, followtdps s
bdow:
a. For Android system
Download HCQ.QTc APK fsm web addess
http://autocloud.ibsalab.com/apks/HCQ.QTc en
Copy he HCQ.QTc APK to smartphone and install on the smartphone.

Internal storage  Q

Internal storage > Download

@ personal-release..._20190830.apk

Click this item to install

b. ForiOS ystem
i Inst all AHCQ. QTco App from App Store

Log In OnApp: With a registered patient account, launch the HCQ.QTc App, and then click
setting icon to login.

= .l 90% M} 16:19 R & 8 F . 95%H 1545

Click setting icon Login

Open wristband and connect Sign in with your account

RETRIEVE
1. Fill in patients’ account
and passwords

Received state: 0 record

[ Remember me

LOGIN

2. Click “LOGIN” push
button

The device status: Unconnected

Ready to upload
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6. Set patients information.

Sl 94% Il 15:46

Information

Gender: O Male O Female

Set patients information

Paired Device
Serial number: Unpaired

Please enable the Bluetooth on
your phone and pair your device
by press the button on wristband
and click "Pair my device".

PAIR MY DEVICE

7. Pair the Wearable ECG RecordéiCor A100 with app.
a. Check Buetoot of smartphone or tablet is open.
b. Click M¥Y¥PAIER/I CEdtonpush bu

11 94% I} 15:46

Information RESET

Birthday:

Gender: O Male O Female

Paired Device
Serial number: Unpaired

Please enable the Bluetooth on
your phone and pair your device
by press the button on wristband
and click "Pair my device".

Click “PATR MY DEVICE”

PAIR MY DEVICE
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c. Click AScano push button and press buttip
number of device.

D 10 7 . 94% 1546 % O 8 = . 94% 1546

Click “SCAN” push button and

press the button on the side of
device. Click the serial number of the
device.

ick ASAVE & EXI TO

PAIR MY DEVICE
~  Pairing successfully, SN: WK0T0001613  —

.

SAVE & EXIT

Ensure the patients know how to use mabée ECG RecordeMiCor A100 to record ECG
signals and use app retriel#CG files from Wearable ECG RecorddiCor A100 and upload
these files to PhysiolGuard EGQT AnalysisSystemby HCQ.QTcApp. Provide the patients
with user maual of MiCor ALOO Wearable if necessary.

Provide the smartpme with the HCQ.QTc App installexhd a wearable ECG Recorder such as
MiCor A100 to the patienfThe duration of the measurement is prescribed by doctors.

After ECG files of patients is weliploaded, theheathcare professionakcan log in
PhysiolGuard ECE&T AnalysisSystem selectthegai ent sd account wi tfh
professional is targeting to view ECG fmereening reports.

x4

2 User's
profile

Account 2. Click “Check” push

management
Total files for last 3 days Action button

1. Select the patient’s account “ " tainan o —
to view ECG pre-screening h insn. o
reports tainan3@ibsalab.com . L
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11. Selectandclicki Report 06 pus hadlEQGG prescreeningreod. o wn | o

B
L User's
profile

Account
management

Report type Action

s ] 2. Click “Report” push
button to download
ECG pre-screening
report

Warning:The PhysiolGuard EC®T Analysis Platform is not intended toqmess ECG data
acquired by devices other than the MiCor A100 Wearable ECG Recorder.
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IX. Error and Warning Message

If the smartphone loses its internet connection while uploading the ECG data through fhe
HCQ.QTc App, theme s sage A Upl oadckf aydwerd, i rptl-epreom éhe ocfjhvei
screen. Note:1

If onefails to provide the correct format bfs/her email accourid log in to the PhysiolGuard
ECGQT Analysis System a warning message 0 Tthire@ enda ifl
compl ete email address. o wil.l pop up.

If one fails to provide corm acount or passwords to log in to the PhysiolGuard ETIG
AnalysisSystemt he system will display a warning [me
In Mode 1,if a healthcare prelssional upload an ECG data not in .xml format, the system wi

di splraly RHilEease upload the file againo whe

In Mode 2,if a healthcare professiohéails to provide the correct format for a new user
account, the system will display a warningmgsea fiThe emai | addresg s
compl ete email address. 0

In Mode 2 if a new user account is created with a password less than 6 charaetsgstéim

wi || di splay a warning message AThe passwjpr
If a healthcargorofessional provides an account in the wrong format to log in to the QMEQ.
App, a warning message AWrong emaupl or palps:!
If a healthcare professional provide passwords less than 6 characters or wrong password tjp log
into the HCQ. QTc App, a warning messnpgéeon Wi 6
pop up.

If the phone loses its internet connection while loggingoirthe HCQ.QTc App, a warning
message fADidnét connect to | ntiatermed usiagtheS{r v
of fline modeo will show on the screen.

Note:
1. To enhance the WIFI connectivity for ECG data uplo&eéalthcare professionedén use dJSB-

WIFI adaptoravailablein the consumer marketou can also caflor technical support.
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Version Information

PhysiolGuard ECE&T AnalysisSystem Verson: 1.0
HCQQTc App,version: 1.0

User Manual Version: Ver. 1.0
Issued date: 2020/

XI. Company Information

Taiwan (Manufacturer)

PhysiolGuard Corporation Ltd

Address: 2F, N0.136 Bean Street, Shulin District, New Taipei City, Taiwan 238
Tel: (+886) 922426981

U.S. (TechnicaBupport and Customer Service)

MITAC DIGITAL CORP.

21660 E. Copley Drive, Suite 170, Diamond Bar, CA 91765
Email: Tech.support@PhysiolGuard.com

Tel: 1:909-394-5000




